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New applications submitted  to the MPA in e-only 
format  (% of total MAA July - Dec 2010)

e-only in % of total applications: 222 in DCP, 58 in MRP, 27 in NP



Main problem in EU: Technical validation

We have agreed and published validation criteria but 
different tools could anyway give different results

 The results could also be differently interpreted by 
different NCAs and different level of acceptance 
could apply

 The validation periods might be unnecessarily 
prolonged due to this and it takes a lot of resources 
both at industry and authorities

 Therefore, the TIGes Harmonisation group was given 
the responsibility to update the validation criteria for 
eCTD and NeeS to facilitate the validation



TIGes subgroup on harmonisation

A subgroup to TIGes (Telematics Implementation Group 
for electronic Submission)

The objective of this group is the facilitation of electronic 
submissions in Europe through the publication of 
common guidance documents which should meet the 
needs of both industry and Competent Authorities.

Scope: eCTD and NeeS
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New validation criteria for eCTD and NeeS

 The aim was to write the criteria in a very clear way to 
prevent different  interpretation by different validation 
tool vendors and also by different NCAs

 The new criteria were adopted by TIGes in January 2011

 They will come into force by 1 September, i.e. all NCAs 
should use them for submissions received from that day



EMA eSubmission website
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What is new?

 Each criterion checks for a single item
 eCTD and NeeS criteria are aligned in wording where 

relevant, i.e. when applicable for both formats
 Two levels of tests; 

- Pass / Fail  ground for invalidation by authorities
- Best Practice  should also be tested by applicant to 

facilitate for the assessment, but do not lead to invalidation



New validation criteria



New validation criteria – please observe...

If it is not possible to perform the validation for a 
sequence in the presents of former submitted sequences 
(i.e. is done on the sequence in isolation), then the 
results of the tests for criteria marked with "Y" might not 
be reliable and this must be taken into account in the 
validation
(Now also clarified on the website.)



NCAs that had a validation tool for eCTDs Q3-4 2010 
(from TIGes survey)
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Technical validation process
The technical validation process will be further 
discussed by the authorities concerning:

- timelines for technical validation by authorities
- timelines for updates after technical invalidation
- the possibility of having a pre-step where RMS validates on 

behalf of all CMS within the MRP/DCP in the future
A validation training/workshop will be organised by 
members in the Harmonisation group in August for all 
MSs to learn and to harmonise the technical validation



EU eCTD Guidance

First version published in 2009 at the 
EMA eSubmission website

http://esubmission.ema.europa.eu/tiges/ 
tigesdocuments.htm

To be updated before September 2011

Change Requests for the guidance 
should be sent in accordance with the 

TIGes published CR procedure
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http://esubmission.ema.europa.eu/tiges/tigesdocuments.htm
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eCTD EU guidance – major changes in next version

• All new things introduced with the new validation 
criteria are included in the guidance, except where the 
EU M1 eCTD specification is concerned.
(The specification will be updated by TIGes Interlinking/EMA)

• Things from published Q&As have been incorporated.
• RTF, ZIP/TGZ not to be acceptable in EU eCTD
• Clarification on use of Related sequences
• Clarification on translations to be provided outside the 

eCTD (in a separate folder) also when requested at the 
time of submission of a variation type IA or IB 



eCTD EU guidance document – major changes

• Guidance of changing from NeeS or paper to eCTD
• Guidance on different kind of Baselines, also "re- 

baselining" when really needed
• File/folder naming - reference to the validation criteria
• Clarification on PDF version requirements
• Introducing a recommendation for a Tracking table 

also for CP and NP
• Clarified that "old", earlier submitted, sequences 

should not be again validated in a new MRP or a RUP



EU NeeS Guidance

First version published 2008 at the EMA 
eSubmission website

http://esubmission.ema.europa.eu/tiges/ 
tigesdocuments.html

To be updated before September 2011

Change Requests for the guidance 
should be sent in accordance with the 

TIGes published CR procedure
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http://esubmission.ema.europa.eu/tiges/tigesdocuments.html
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NCA's eSubmission requirements
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http://www.hma.eu/277.html



BPG for eCTD in MRP/DCP

First version published in 2008 at the 
CMDh eSubmission website
http://www.hma.eu/277.html

To be updated before September 2011

Change Requests for the guidance 
could be sent in accordance with the 

TIGes published CR procedure

http://www.hma.eu/277.html


Parallel National model
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This model is only acceptable until 31 December 2011



Comprehensive model
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Start of MRP
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So, all EU MSs could not fully benefit from eCTDs

NCAs having a review tool for eCTDs Q1-2 2009 
(from TIGes survey)



NCAs having a review tool for eCTDs Q3-4 2010 
(from TIGes survey)
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So, still all EU MSs cannot fully benefit from eCTDs



If there is no review tool – how to use the eCTD?



scroll



scroll



However, the index file 
lists all documentation as 
if it is there, even if it is 

physically provided in an 
earlier sequence.

If you use this sequence 
in isolation, you can't 

access the file here, but 
you get a hint where it is.



Use of a Review system



Use of a Review system



Karin Gröndahl
karin.grondahl@mpa.se

Thank you for your attention!
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